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SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT (IDS) 

Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 



This Information Disclosure Statement is submitted in accordance with 37 C.F.R. 1.97, 



1.98, and it is requested that the information set forth in this statement and in the listed documents 
be considered during the pendency of the above-identified application, and any other application 
relying on the filing date of the above-identified application or cross-referencing it as a related 
application. 



1. This IDS should be considered, in accordance with 37 C.F.R. 1.97, as it is filed: 



A. within three months of the filing date of the above-identified national 
application or within three months of the entry into the national stage of the 
above identified national application 



x |B. before the mailing date of a first office action on the merits, or a first office 
action after filing a request for continued examination. 



C. after (A) and (B) above, but before final rejection or allowance, and 
Applicants have made the necessary statement in box "i" below or paid the 
necessary fee in box "ii" below. 



Dear Sir: 



(Check one of the boxes A-D) 
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(check one of the boxes "i" and "ii" below:) 

| | i. Counsel states that, upon information and belief, each item of 
information listed herein was (check one of boxes (a) or (b)) 

| [(a) first cited in any communication from a foreign patent office in 
a counterpart foreign application not more than three months prior 
to the filing of this IDS; or 

not cited in a communication from a foreign patent office in a 
counterpart foreign application and, to the knowledge of 
undersigned after making reasonable inquiry, was not known to 
any individual designated in 1.56(c) more than three months prior 
to the filing of this IDS. 

| [ii. A check for the fee set forth in 1 . 17(p), presently believed to be $180, 
is enclosed. 

| |P. after (A), (B) and (C) above, but before payment of the issue fee: Applicant 
petitions under 37 C.F.R. 1.97(d) for the consideration of this IDS. Under 
37 CFR 1.17(i) a check in the amount of $180.00 is enclosed. Counsel 
certifies that, upon information and belief, each item of information listed 
herein was 

(check one of the boxes "a" and "b" below:) 

l~|(a) first cited in any communication from a foreign patent office in 
a counterpart foreign application not more than three months prior 
to the filing of this IDS; or 

| |(b) was not cited in a communication from a foreign patent office 
in a counterpart foreign application and, to the knowledge of 
undersigned after making reasonable inquiry, was not known to 
any individual designated in 1.56(c) more than three months prior 
to the filing of this IDS. 



2. In accordance with 37 C.F.R. 1.98, this IDS includes a list (e.g., form PTO/SB/08) of 
all patents, publications, or other information submitted for consideration by the office, either 
incorporated into this IDS or as an attachment hereto. A copy of each document listed is attached, 
except as explained below. 

(check boxes A, B and/or C and fill in blanks, if appropriate.) 
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fx] A. Pursuant to the 37 C.F.R. § 1 .98(a)(2)(ii), a copy/copies of the U.S. 

Patent(s) and/or U.S. Patent Application Publication(s) on PTO/SB08 
is/are not being submitted, except those specifically discussed in this IDS 
or the concurrently filed Third Preliminary Amendment. 

| |b. Document(s) is (are) deemed substantially cumulative to 

document(s) , and, in accordance with 1.98(c), only a copy of 

each of the latter documents is enclosed. 

[ |c. Certain documents were previously cited by or submitted to the Office in 
the following prior applications, which are relied upon under 35 U.S.C. 
120: 

«INSERT SERIAL NO. & FILING DATE» 

Applicant identifies these documents by attaching hereto copies of the forms PTO-892, PTO-1449 
and/or PTO/SB/08 from the files of the prior application(s) or a fresh PTO/SB/08 listing these 
documents, and request that they be considered and made of record in accordance with 1.98(d). Per 
37 CFR 1.98(d), copies of these documents need not be filed in this application. 

| |3. CiteNo(s). are not in the English language. 

In accordance with 1.98(c), Applicant states: 

| | An English translation of each document (or of the pertinent 
portions thereof), or a copy of each corresponding English- 
language patent or application , or English-language abstract (or 
claim) is enclosed. 

1 | The requirement for a concise explanation of the relevance of any 
foreign language document is satisfied by the attached search 
report; citation of the documents cited in the search report shall not 
be construed as an admission that they are or are considered to be, 
material to patentability of the subject matter claimed herein (See 
MPEP§609). 

| |a concise explanation of the relevance of document(s) 

is set forth as follows: [Insert concise explanation of 

relevance] 

■ | A concise explanation of the relevance of document(s) can 

be found on page(s) of the specification. 

| |a concise explanation of document(s) can be found on the 

attached sheet. 
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| | 4. No explanation of relevance is necessary for documents in the 
English language (see reply to Comments 67 in the preamble to 
the final rules; 1 135 OG 13 at 20). 

| )5. Other information being provided for the examiner's 
consideration follows: 

[A/An Search Report, dated , which issued during the 

prosecution of Application No. which corresponds to the present 

application.] 

6. In accordance with 37 C.F.R. 1.97(g) and (h), the filing of this IDS should not be 
construed as a representation that a search has been made or that information cited is, or is 
considered to be, material to patentability as defined in §1.56 (b), or that any cited document listed 
or attached is (or constitutes) prior art. Unless other-wise indicated, the date of publication indicated 
for an item is taken from the face of the item and Applicant reserves the right to prove that the date 
of publication is in fact different. 
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A. Errors in the Specification 

1. The inadvertent omission of talc blending in Example 2 

In Applicant's experiments, the pellets described in Example 2 were blended with 2% 
talc after they were dried. This step was inadvertently omitted from Example 2 of the specification. 

Example 2 refers to "AR98I25-4," which is a reference number used internally by the 
Applicant (i.e., the assignee, Shire Laboratories, Inc.). See the specification as filed at page 18, line 
7. Shire Analysis Report AR98I25 identifies reference number AR98I25-4 as "Amphetamine 
Pellets coated w/ Eudragit L30D-55, Talc Blended' (emphasis added). In the actual experiment 
conducted by the Applicant, 2% talc was blended into the final pellets, but this talc treatment is 
missing form Example 2. 

This was an inadvertent omission. Further, talc blending (or "talc dusting") is optional. 
One of ordinary skill in the art would have known that the pellets could be blended with talc as a 
matter of routine. 

Further, the specification discloses that an overcoating such as OPADRY® or OPADRY 
II® can optionally be applied to the pharmaceutical composition to protect the pellets from being 
tacky (specification as filed at page 15, lines 10-13). Talc was well-known as an anti-tackiness 
agent. For example, U.S. Patent No. 5,733,575, issued March 31, 1998, discloses that talc is a 
"detackifier" (SB/08 Tab AH, col. 3, line 28) and includes talc in exemplified enteric coating 
mixtures, which are applied to tablets (SB/08 Tab AH, col. 8, lines 32-45, Examples 3-28 and 31- 
35). U.S. Patent No. 5,618,559, issued April 8, 1997, discloses that talc is a detackifying agent and 
"[fjinely particulated talc ... is a preferred detackifying agent." SB/08 Tab AI, col. 5, lines 53-58. 
Thus, one of ordinary skill in the art would have known that the pellets described in the 
specification as filed could be coated with an anti-tackiness agent (e.g., talc) based on the 
knowledge in the art and the teachings of the specification. 
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The Federal Circuit has held that "a patent disclosure need not enable information within 
the knowledge of an ordinarily skilled artisan.... a patentee preferably omits from the disclosure any 
routine technology that is well known at the time of application." Chiron v. Genentech, 363 F.3d 
1247, 1254 (Fed. Cir. 2004). Moreover, the specification is not a production blueprint for a 
commercial product and is meant to provide reasonable guidance to one of ordinary skill. Northern 
Telecom, Inc. v. Datapoint Corp., 908 F.2d 931, 941 (Fed. Cir. 1990) ("[T]he patent document is 
not intended to be a production specification."); In re Gay, 309 F.2d 769, 774 (C.C.P.A. 1962) 
("Not every last detail is to be described, else patent specifications would turn into production 
specifications, which they were never intended to be. United States specifications have often been 
criticized as too cluttered with details to give an easy understanding of what the invention really 
is"); Wahl Instruments, Inc. v. Acvious, Inc., 950 F.2d 1575, 1580 (Fed. Cir. 1991) ("[CJertain 
information missing from the ... application - for example, embedment molding — was no more 
than a routine manufacturing choice. To invalidate the patent for this omission was error."). 
Accordingly, the inadvertent omission of the talc in Example 2 relates to an optional detail that was 
well known in the art. 

2. The inadvertent omission of OPADRY® in Example 3 

In Applicant's experiments, the final delayed release pellets in Example 3 were coated 
with 2% OPADRY®. This step was unintentionally omitted from Example 3 in the application. 

This error is harmless because the specification plainly discloses that OPADRY® is an 
overcoating layer, which can optionally be applied to compositions of the invention (including 
Example 3) to keep the pellets from being tacky. See, e.g., specification as filed at page 15, lines 10- 
13. Further, the specification discloses suggested levels for a protective coating such as 
OPADRY®, i.e., 1 to 6%, preferably 2-3% (w/w). Page 15, lines 13-14. An invention is enabled if 
the examples "together with other parts of the specification" are enabling. Atlas Powder Co. v. E.I 
DuPont de Nemours & Co., 750 F.2d 1569, 1577 (Fed. Cir. 1984). 

Further, it was known in the art that OPADRY® could be applied to solid 
pharmaceutical dosage forms to prevent tackiness. For example, U.S. Patent No. 5,41 1,745, issued 
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May 2, 1995, discloses that an "overcoat of a film-former, such as Opadry®, [sic] is optionally 
applied to the beads. This overcoat is provided, if at all, in order to substantially reduce 
agglomeration of the beads." SB/08 Tab AL, col. 9, lines 61-65. "[A] patent disclosure need not 
enable information within the knowledge of an ordinarily skilled artisan...." Chiron v. Genentech, 
363 F.3d 1247, 1254 (Fed. Cir. 2004); see also, Northern Telecom, Inc. v. Datapoint Corp., 908 
F.2d 931, 941 (Fed. Cir. 1990); In re Gay, 309 F.2d 769, 774 (C.C.P.A. 1962); Wahl Instruments, 
Inc. v. Acvious, Inc., 950 F.2d 1575, 1580 (Fed. Cir. 1991). 

Accordingly, one of ordinary skill in the art, reading the specification as a whole, would 
have known that OPADRY® could be applied to the pellets disclosed in Example 3. 



The information provided herein is submitted for consideration by the Examiner in 
connection with this application, and to allow the Examiner to consider the need for requesting 
additional information. 

It is believed that there is no fee due for this submission. However, the Commissioner is 
authorized to charge any deficiency or credit any excess in this fee to Deposit Account No. 04-0100. 

Dated: February 15, 2007 Respectfully submitted, 



CONCLUSION 
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